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Foreword 


ie The sound management of R&D in health and social care depends on accurate 
and comprehensive information about research activity and, therefore, on good 
information management systems. 


2 The implementation of a Research Governance Framework for Health and 
Social Care, and the development programme that is now recasting R&D 
funding in thenew NHS into two systems (NHS Priorities and Needs R&D 
Funding, and NHS Support for Science) clarify the needs for information and 
for systems to hold and share information within and between organisations. 


2, This paper explains the information that the various stakeholders in R&D in 
the NHS will need to hold and share for the purposes of research governance 
and the operation of NHS R&D funding systems. Further details of particular 
information requirements for specific purposes, such as the introduction of 
NHS Support for Science, will be made available as they are developed. The 
present paper provides full details of the information required to support 
reviews of R&D activity in cancer, coronary heart disease and mental health in 
2001-02. 


4. The effective and efficient management and exchange of information is 
particularly important when the NHS is collaborating with other research 
funders. A Guide to collaboration in R&D between the NHS and other 
research funders will soon be available. This first version will focus on 
collaboration with non-commercial funders, with a later version including 
commercial research and the Research Partnership Agreement between the 
UK pharmaceutical industry and the Department of Health/NHS, as heralded 
in the Pharmaceutical Industry Competitiveness Task Force Final Report, 
March 2001’. Detailed arrangements for information sharing in respect of 
R&D sponsored or co-funded by commercial sponsors will be set out when 
this later version of the Guide is published. The provisions relating to research 
governance set out in this paper relate to all R&D in the NHS. 


Sy If you have questions about the information and information management 
requirements described by this paper and its related web site sources please 
contact the R&D team at the Department of Health Regional Office for your 
region. 


All documents referred to in this paper are, or will be, available through the 
Department of Health R&D web site at: www.doh.gov.uk/research. A web page 
called R&D Information for Health and Social Care can be accessed from the 
R&D web site. This will contain links to related and relevant documents, a list of 
which will be maintained on the page. 


' Pharmaceutical Industry Competitiveness Task Force Final Report, Department of Health, March 
2001. 
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1. Purpose and scope 


TY Research in health and social care must be managed to high scientific, ethical 
and financial standards, as described by the document Research Governance 
Framework for Health and Social Care’. 


i Implementation of the Research Governance Framework, together with the 
| introduction of new arrangements for NHS R&D funding’*, will require 
sound management of information about R&D in the NHS. This is essential if 
we are to reassure the public that research is welkmanaged, addressing the 
issues that matter and leading to improved policy and practice. 


1.3. The purpose of this document is: 


(a) to clarify the information and information management requirements 
that arise from coherent systems for research governance and for 
collaboration in R&D between the NHS and other funders; 


(b) to set out the information that will be required by the Department of 


Health to support the next stages of introducing the new arrangements 
for NHS R&D funding; 


1.4 The document explains: 


(a) the information about R&D activity that will need to be collected and 
maintained by those people and organisations involved in health or 
social care research; 


(b) who will need access to certain elements of the information dataset, 
when, and how the information flows are to be managed; 


(c) that developing systems will support a number of related activities and 
information outputs, such as the National Research Register (NRR), 
the Research Findings Register (ReFeR) and the international meta- 
register of trials; 


1.5 The document does not repeat guidance available from the sources identified 
in the annex to the Research Governance Framework. However, the core 
dataset proposed by this document takes account of that guidance. The NHS 
will need to complete in May 2001 baseline assessments of research 
governance arrangements. Details of those requirements have been published 
separately on the Department’s R&D web site. 


* Research Governance Framework for Health and Social Care, Department of Health, February 2001 
3 Research & Development for a First Class Service: R&D Funding in the new NHS, Department of 
Health, March 2000 

* Consultation paper: NHS Support for Science, Department of Health, April 2000 

° NHS Priorities and Needs R&D Funding: A position paper, Department of Health, February 2001 
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The document gives an overview of R&D information and information 
management requirements for research governance for health and social care, 
and for NHS R&D funding systems. As implementation proceeds, any further 
details about information and information management requirements will be 
made available. 


Information for Research Governance 


The Research Governance Framework for Health.and Social Care sets out the 
standards that must apply to all research that relates to the responsibilities of 
the Secretary of State for Health. It explains the responsibilities of 
participants, researchers (including principal investigators), research funders 
and sponsors, universities and other organisations employing researchers, care 
organisations and professionals, and research ethics committees. 


In order to comply with these standards and discharge their responsibilities 
within this Research Governance Framework, those responsible will need to 
manage carefully information about research activity and make selected parts 
of this information available to others in appropriate forms and at the correct 
times. 


Organisations sponsoring research, those employing researchers, and those 
caring for patients and/or users and carers participating in research, will need 
to manage and make available (a) information about their systems for ensuring 
that the research with which they are involved complies with these standards 
of research governance, and (b) information relating to specific research 
studies (ie project or grant-level information). 


At the end of May 2001 NHS organisations will need to return to the 
Department of Health Baseline Assessments of their systems for ensuring 
compliance. Details of the information required have already been published. 
Further guidance about the development of these systems and related 
information requirements will be published as part of a Research Governance 
Framework Implementation Plan in September. 


The table below summarises the information that organisations involved in 
research for health and social care will need to maintain and share about 
specific research studies. The project-related data fields that should be 
maintained within information management systems are included in the 
proposed core R&D project activity dataset (see section 6). Formal 
responsibility for maintaining this information will depend upon the agreed 
allocation of responsibilities for each specific research study. More than one 
organisation may need to hold the same information to discharge their 
responsibilities for research governance. 
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Information that organisations will need to maintain and 
share about specific research studies to comply with 
standards of research governance 


Information about ethical approval, including Research Ethics Committee (REC) reference number, 
date of submission and approval, any amendments or conditions applying to the approval, and any 
deviations from the original protocol submitted/approved by REC. 

Details of any arrangements the REC has decided are required to respond to claims for 
compensation in the case of non-negligent harm. 

Details of indemnity arrangements. 

Information about requirements for reports to the REC. 

Confirmation that the protocol describes satisfactory arrangements for obtaining informed consent, 
including in relation to research involving tissues or organs of the deceased. 

Confirmation that satisfactory arrangements are in place to ensure confidentiality of personal 
information. 

Information about the involvement of consumers in the design, conduct, analysis and reporting of 
the research. 


Confirmation that the need for the research has been demonstrated, including by reference to 
existing sources of evidence. 

Confirmation that the quality of the proposed research and the necessary expertise of the Principal 
Investigator and other researchers has been established through appropriate independent review. 
Information about the notification to, and approval of the research by, the Medicines Control 
Agency for trials of medicinal products on people. 

Information about the notification to, and approval of the research by, the Medical Devices Agency 
for research involving new medical devices. 

Information about approval of research involving the use of human embryos or the release of 
genetically modified organisms and food or food processes. 

Details of any animal licences required. 

Information about any adverse incidents and how they have been reported. 


Details of the research being conducted (as required for the National Research Register) 
Confirmation that the findings of the research have been subjected to critical review prior to 
publication. 

A structured summary of the findings of the research (as required for the Research Findings 
Register). 

Record of publications describing the findings of the research and other information demonstrating 
that the findings have been made available through accepted scientific and professional channels. 
Information about how the findings have been made available to those participating in the research 
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(including the relatives of deceased patients who have consented to the use of organs or tissues in 
the research) and to all those who could benefit from them. 
HEALTH AND SAFETY 


= Confirmation that the protocol identifies any health and safety risks of the research and describes 
how such risks have been minimised in accordance with good clinical practice and in adherance to 
health and safety regulations. 


FINANCE AND EXPLOITATION OF INTELLECTUAL PROPERTY 


"Details of the income and expenditure relating to the research, including size and scope of grant(s). 
= Details of arrangements for compensation of anyone harmed by the research, where required. 
Details of intellectual property that has the potential for commercial development. 


3. Information to support NHS R&D funding systems 


NHS Support for Science 


ap! During 2001-2002, the Department will require information about R&D 
activity from NHS care organisations and research funders in order to manage 
the implementation of the new NHS R&D funding arrangements. So far as 
possible, consistent with sound stewardship of R&D funds and strategic 
planning of R&D activity, the information required will be kept to a minimum 
and drawn from datasets that are needed for other purposes. 


3.2 Research and Development for a First Class Service: next steps® summarises 
arrangements for implementing NHS Support for Science. The Guide to 
collaboration in R&D between the NHS and other research funders’ explains 
how non-commercial sponsors may become eligible for NHS Support for 
Science. In June 2001 the Department will publish an initial list of eligible 
external research funders. 


3.3. At the end of July 2001 the Department will publish the structure of the NHS 
Support for Science funding formula and confirm information required to run 
it. A provisional outline of this information is already available. 


3.4 In September 2001 eligible external research funders will provide the NHS, 
via the Department, a list of grants eligible for NHS Support for Science 
funding. The list of eligible funders and grants will be updated regularly. 


° Research & Development for a First Class Service: next steps, Department of Health, March 2001 
7 Guide to collaboration in R&D between the NHS and other research funders, Department of Health, 
April 2001 
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3.6 


In a submission to the Department in October, NHS organisations will identify 
the eligible grants that they support, and provide information about the 
associated levels of activity. A data collection tool will be provided for those 
who wish to use it. This exercise will replace the routine NRR data collection 
scheduled for September. 


A similar process will apply in subsequent years, refined in the light of 
practical experience. 


NHS Priorities and Needs R&D F unding 


oh f 
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Systems to manage NHS Priorities and Needs R&D Funding will be 
introduced progressively over the next few years. Detailed information 
requirements will be published as these systems develop. 


NHS bodies will need to submit to the Department in late October 2001 a 
narrative description of their strategic approach to all the R&D activity that 
they themselves sponsor and which is therefore to be considered for NHS 
Priorities and Needs R&D funding. 


In April 2002, NHS bodies will submit details of all their work falling within 
the NHS Priorities and Needs R&D funding system, indicating how they wish 
to group and manage it within the system. Details of the full data 

requirements for this exercise will be published in due course, but project level 
data will, wherever possible, be drawn from the dataset described in Section 6 
below. 


Strategic reviews of research in key priority areas 


3.10 


In 2001, the Department is conducting strategic reviews looking at R&D 
needs, activities and opportunities in three key priority areas. These are: 


= Cancer 
= Mental Health 
= Coronary Heart Disease 


NHS organisations will need to submit information about their R&D activity 
in these priority areas. The information will be of two types. 


The first type of information will be about the ‘scale’ of R&D relevant to the 
priority areas and how it is organised. This information will need to be 
submitted as a supplementary appendix to NHS Support (Culyer Budget 1) 
Annual Reports. Organisations can choose to submit this either at the same 
time as submitting the reports at the end of May, or separately by 29 June. 


Secondly, project-level information will be required which will be submitted 
as an extension of a regular submission of data for the NRR. That is, it will be 
a NRR submission with additional fields of information for projects falling 
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within the key priority areas. These submissions are required by 29 June. A 
modified NRR data collection tool will be provided for those who wish to use 
it. NHS organisations within the London Region submitted similar 

information last year as part of a ‘research mapping’ project. For them, the 
submission in June 2001 of additional project-level data for research in cancer, 
coronary heart disease and mental health is not mandatory. However, London 
NHS organisations may voluntarily provide this data, thus ensuring that the 
strategic reviews are based on their most up-to-date information. 


3.14 Details of both types of information that will be required are now available in 
separate documents*”. ‘ 


4.  Time-table for exchanging information for research 
governance and NHS R&D funding 


NHS Priorities and Needs 
R&D Funding 


Research Governance NHS Support for Science 


DH publishes model bilateral 
agreement with external R&D 
funders eligible for NHS 
Support for Science 


DH publishes information 
requirements for strategic 
reviews of cancer, coronary 
heart disease and mental 

health 


DH publishes information 
requirements for baseline 
assessment 


NHS returns baseline 
assessments of compliance 
with research governance 


NHS submits information for 
strategic reviews of cancer, 
coronary heart disease and 
mental health R&D 


DH establishes initial list of 
eligible research funding 
bodies 


DH publishes NHS Support 
for Science formula and 

confirms information required 
to run it 


Eligible research funders 
provide information about 
grants eligible for NHS 


September | DH publishes full 
implementation plan and 
8 Strategic reviews of research in key priority areas (cancer, coronary heart disease and mental health): 
submission of institution-level information about scale and organisation of research. Department of 
Health, April 2001 
* Strategic reviews of research in key priority areas (cancer, coronary heart disease and mental health): 
submission of project-level activity information. Department of Health, April 2001 
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timetable for research 
governance 


October 


Legend: Text in blue denotes action by DH 


Support for Science 


NHS provides information on 
NHS activity eligible for 
NHS Support for Science 


DH publishes operational 
guidance on NHS Support for 
Science and indicative target 
NHS Support for Science 
allocations for 2002-03 


NHS provides information to 
claim NHS Support for 
Science linked to identified 
grants from eligible funding 
bodies 


DH determines allocations for 
2003-04, separating NHS 
Support for Science from 
funding for NHS Priorities 
and Needs R&D 


Text in black denotes action for the NHS or others external to DH 


NHS provides strategic 
overviews of NHS R&D 
activity not eligible for NHS 
Support for Science 


Strategic reviews of R&D in 
cancer, coronary heart disease 
and mental health report. 

DH publishes arrangements 
for management and review 
of NHS Priorities and Needs 
R&D 


NHS submits proposals for 
organisation and management 
of work under NHS Priorities 
and Needs R&D 


DH announces grouping and 
management of activity in 
NHS Priorities and Needs 
R&D funding, and five-year 
review cycle, and notifies 
bodies involved 


Start of five year cycle of 
reviews of programmes of 
work within NHS Priorities 
and Needs R&D 


NHS bodies and research 
collaborators involved in first 
reviews of NHS Priorities and 
Needs R&D Funding submit 
reports 


5. Further requirements for information about NHS 


research activity 
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=| The preceding sections of this paper describe some of the key information and 
information management requirements relating to research governance and the 
introduction of new NHS R&D funding systems. 


5.2. NHS organisations and others involved in NHS R&D and its management 
have additional requirements and demands for information and information 
management. These requirements relate to: 


= provision of information for research ethics committees 
"registration of controlled trials 

" provision of information for the Medicines Controls Agency 
" provision of information for the NHS Litigation Authority 

= dissemination of research outputs 

= the evaluation of research and its impacts 


5.3. Further details of the information required for these purposes, and about how 
information should be shared by those involved in NHS R&D will be 
published in due course, and details updated in the light of further advice and 
feed-back. As this work proceeds, the Department will try to bring 
requirements together in a core R&D project activity dataset. 


6. Acore R&D project activity dataset 


6.1 Many of the specific data used to describe research activity that are required 
by different individuals and organisations involved in R&D in health and 
social care are the same or similar. 


6.2 The project or grant-level information requirements for research governance 
and for the new NHS Support for Science and NHS Priorities and Needs R&D 
funding systems have been identified and brought together with a number of 
further information requirements about research activity in the NHS identified 
at this time into a core R&D project activity dataset. 


6.3 The core dataset is set out in a separate document!”. It includes proposed data 
fields and data definitions for all data fields so far identified for the purposes 
outlined above. The dataset will be updated in the light of further advice and 
feed-back. 


7. Information flows that support NHS R&D 


Tk It is important that systems for sharing information about research are robust 
and straightforward. The Department will continue to deve lop its information 
management and collection systems in ways that help it, the NHS and their 
partners to manage information flows efficiently to support the management 
and delivery of high quality R&D. 


'0 A proposed core R&D project activity dataset. Department of Health, April 2001. 
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As these information systems mature, the Department expects to request 
regular submissions of project and grant-level information from the NHS, 
drawn as far as possible from the core R&D project activity dataset. 


The Department will use this information from the NHS, and information from 
its partners, to run NHS Priorities and Needs R&D funding and NHS Support 
for Science systems. Using the same information, it will also continue to 
maintain up-to-date registers of information about research activity (including 
the NRR) and research findings (structured summaries of which are made 
available through the DH Research Findings Register). 


The Department supports the principle of prospective registration of clinical 
trials and is working to facilitate the availability of information about ongoing 
controlled trials in the NHS on an international meta-register of trials. The 
Association of the British Pharmaceutical Industry has published 
recommendations to companies on the registration of commercial clinical 
trials. When available, further details of these arrangements will be published. 


By taking a rational approach to the flows and management of information 
about NHS R&D, the Department is seeking to minimise the burden that 
requests for information for different purposes can place on the NHS and 
others. 


The figure below gives a simplified summary of the key information flows 
that in the future will support NHS R&D funding systems and research 
governance. 
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